AEKJIAPAIIASL O COOTBETCTBHUA

AEKJAPAHT, IIPHHUMAIOLIAY JEKJIAPAITAIO O COOTBETCTBHH

AO "Canoghu Poccus”

Ceedenun o pezucmpayuu opzanusayuu: Meoicpaiionnan uncnexyun ®edepanvroii Haro2060t cayoxcbor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Teneon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnutii dupexmop Mowne O.A.

Hoeepennoe auyo: Cmenanos C.C., dogepennocme 6/n om 01.12,2017

i

3AABJSIET, UTO

nexapcmeennoe cpedcmeo. Posamuyun, mabnemxu noxpuimeie nreroyuno obonowros 3 man. ME 10 wm.,
ynaxoexu sueikogvie xonmypruie (1), nauxu xapmonnwie, PY Ne IT N013418/01 om 02.06.2011 (dama samensi
14.11.2016) evidano CAHODPH-ABEHTHC ®PAHC, cepus U391, napmus 11753 ynaxoeox, zoden 0o
30.09.2021, npouzeodcmsa Canogdpu C.n.A., Hmanun, Sanofi S.p.A., S.5. 17 km 22, 67019 Scoppito (AQ), Italy,
xo0 OKIT[I2 21.20.10.191, koo TH B3J] 3004200002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic
MNe 9085325852 om 06.03.2019

COOTBETCTBYET TPEFOBAHUAM

ITN013418/01-020611 uzm. Ne -3

AEKJTAPAIIUA ITIPUHATA HA OCHOBAHHH

npomoxon ucnoimaruti Ne 7440 om 14.03.2019 HJT OO0 HI[ "@APMOLOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJI40, Cepmugpuxam POCC IT. DM08.C36073 om 14.03.2019

ST NS JEKJIAPATIMH /4.03.2019

To o Gy

Crenanos C.C.
O.HU.0

CBEJEHMSI O PETUCTPAIINNA

OPTAH IO CEPTH®HUKAITUH, 3APET'HCTPHPOBABII U JEKJIAPAITAIO

RA.RU. 11 M08 OPI'AH IO CEPTHOHKALIHH NPONVKIIHH OFL[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, ya. Macmeproea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, am. 5., men. :(495)788-02-88, seb-
caiim: oyxx.pg.

AEKJAPATTHA O COOTBETCTBHH 3APETHMCTPUPOBAHA N POCC RU J-IT. ®M08.4.18714/19
JATA EFEHQTPAI.[[/]](I 14.03.2019
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SANOFI

CEPTHO®HKAT AHAJIM3A/ CEPTU®HUKAT COOTBETCTBHUSA

Cano¢u C.LA.,

Strada Statale 17, km 22
67019 Scoppito (AQ), Italy

Tenedon: +39 0862 717021/7151

daxc: +39 0862 714005

SCO 80012173

Posamyumr 3 man. ME, 1x10 taénerox CP PY

HNexapcTeennas popMa: TabieTKi

GMID kon: 00377652
Cepua: U391

Jara npouspoactea: 9-OKT-2018

Hocee B cootBetcTBHH ¢: QUA-EX-2012-00024

HopmaruHerit nokymeHT: HopMaTuBHBI# JokymeHT Ne P NO13418/01

YnakoBka: 6nuctep Anmo/TIBX

Jlata ncreuenus cpoxa rogHoctn: CEH-2021

OTTCHKOM

TECTBI CIEIMPUKHHHN PE3YJIBTATBI
XAPAKTEPUCTHKH
Onwucatue JlBoskosbinykAble, kpyrasie TabneTku, JIBOAKOBBIMYKAbIE, KPYTNble TabneTKy,
TMIOKPBIThIE MIEHOUHOI 000M04KOH MOKPbLITLIE TIEHOUHOH 060R0UKOl
Koa Ha oanoii cropone umeerca rpaeupoeka | Ha onHo# cTopoHe uMeeTcs
«ROVA 3» rpaeupoBka «<ROVA 3»
Liper Ot 6enoro ao Genoro ¢ KpeMOBLIM Ot 6Genoro no Oenoro ¢ KpeMOBbLIM

OTTEHKOM

[NoaAnHHHOCTE CNHPaMHLIHHA

npumecs (%)

Peakuus ¢ HaSO, HMonoxurencHan [TonoxurensHas
TCX [lonoxurensHas IMonoxuTtenbHasn
Turana anokcua (uBeTHas [MonoxutensHas IMonoxwurensHas
peaxuus)

HCITbITAHHUA

OaHopoaHoCTE NO Macce CooteerctByeT (EBp. Dapm.) CootsetcTBYET
Cpeauss Macca Tabnerox Teopetuueckas Macca £ 5 % 807,5 Mr
Pacnanaemocts <30 muH. 11 Muu
PacTeopeHue > 85 % uepes 30 MHH 98

(Q=80 %; Esp. ®apm.)

IMoTepa B Macce npu <8% 3

BBICYLLIHBAHHH

KOJIMMECTBEHHOE

OINPEOENIEHHE

Cpennee coaepxanue Or 2,850 no 3,150 3.013
CIHpaMHLKHA B OAHO#H

Tabnerke —~ pH3RKO-

XHMHUecKHit MeTox (MIH, ME)

[NMOCTOPOHHHE ITPUMECH

(TCX)

Jrobas enuHuuHan <25 <2.5
HeHAeHTH(HLHPOBAHHAA

AO «Canodn Pocens»

Crpaunna | w3 |

Adpec: 125009, Mocksa, yi Trepeka, 22, Teo: (493) 72119000 hake. (493) 7211411 wwwosanoli.re
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SANOFI
CEPTHUDHUKAT AHAJIU3A/ CEPTHOUKAT COOTBETCTBHS

Canodu C.n.A.,

Strada Statale 17, km 22

67019 Scoppito (AQ), Italy
Tenedon: +39 0862 717021/7151
®axc: +39 0862 714005

SCO 80012173

Popamunun 3 man. ME, 1x10 Tabaerox CP PY

JlexapcTBeHHas dopma: Tabnetkn  Ymakoska: 6nuctep Amo/TIBX
GMID kon: 00377652
Cepus: U391

JHara npoussozactea: 9-OKT-2018 Jara ucteuenus cpoka romHoct: CEH-2021
Hocobe B cootBercTBHM ¢: QUA-EX-2012-00024
Hopmatusnsiii zokymeHnT: HopMmaTuBHBIH gokyMeHT Ne P NO13418/01

TECTH! CIHELIM®UKIUHA PE3VYJIbTATHI

MHUKPOBHOJIOTMUECKAA
UUCTOTA

TAMC (KOE/r) <10? <10

TYMC (KOE/r) <10? <10
Escherichia coli OTcyTeTBHe/T OtcyTcTBYET /T

KOHTPOJIb
YINIAKOBOYHOI'O CootreTcTBYET CooTsetcTBYET
MATEPHAIJIA

Mukpobuonoruueckuii aHann3 OCHOBAH Ha PEFMCTPALIMOHHOM AOChE M HA BHYTPEHHEH MpoLeaype MIOWAAKH. 3Ta
cepus Obla NPOH3BEEHa, BKIIOYAA YITAKOBKY M KOHTPONbL Ka4ecTBa, B MOJTHOM COOTBETCTBHH ¢ TpeGoBanuamu GMP
MECTHOrO peryMpyowero OpraHa H ¢ crneurHKaLMsIMyY HOPMATHBHOH JOKYMEHTALHK CTPaHbi-UMNopTepa. OTYeTbl
O NPOH3BOJCTBE CEpHH, €€ yNaKOBKE H aHaIH3e OLUIM NPOBEPEHB! H MPH3HAHBI COOTBETCTBYIOWMMH. OTKNOHEHHS B
KauYeCTBE, €CJTH TAKOBbIE HMENHCh, ObIIH MONHOCTBIO MCCNENOBaHb! W pa3pewensl. HacTodlmuMm noarsepxaaio, uro

NpHBEAEHHAA Bhbillleé HHDOPMALHA ABISETCH JOCTOBEPHOH H TOYHOM.

Pewenne: YTeep:kaeHo
Harta: 22-02-2019
VYnonvomouendoe auuo: Dr. Alessandra Maurizio 16:30

31oT cepTHhuKaT ananuza npoeepeH LIMS u noanucan aiekrpoHHo.

Crpanuua 2 w3 |
AQ «Canodss Pocenss
Aapec: 123009, Mocksa, v, Teeperag, 22, Teo: (495) 7211300, bare. (495) 721-141 1. www sanofi.ry



Certificate of Analysis and

sanofi S.p.A.

strada Statale 17, Km 22
67019 Scoppito (AQ}
Italy

Tel: +39 0862 717021 / 7151
Fax: +3% 0862 714005

Conformance

SANOFI .z

Stabilimento: SCOPPITO

—

SCO_B0012173

Rovamycina 3MIU,1lx10cpr CP RU

Dosage form:TBLTS;Pack:Blister ALUPVC
GMID code: Q00377652
Lotto/Batch: U39l
Prod. /Mfg: 9-0CT-2018 Scad./Exp.: SEP-2021
Dossier reference: QUA-EX-2012-00024
Normative Document: Normative Document No.P N013418/01
,—-—-———-———-——-—-———————-——-—-—-——-ﬂ———'—'—""-_" e — — —=n e
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE / CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color

Reazione con H2S504 / Reaction with H2SO4
TLC

Titanio Biossido / Titanium Dioxide
{color reaction)

TESTS

Uniformitd di massa / Uniformity of mass
Peso medio cpr / Rverage tablet weight
Disaggregazione / Disintegration {min}
pissoluzione / Dissolution (Q=80% ;
Ph.Eur.)

Perdita all'essiccamento / Loss on
drying (%)

TITOLG / ASSAY

Contenuto medio Spiramicina-metodo
fisicochimico / Spiramycin average unit
content-physicochemical method (MIU/cpr}
IMPUREZZE / DEGRADATION IMPURITIES

Ogni altra impurezza sconosciuta / Any
individual unspecified impurity (%)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY
TAMC (CFU/qg)

TYMC (CFU/g)

Escherichia coli

Controllo confezionamento / Fackaging

Compresse rivestite biconvesse, rotonde
/ Biconvex Round film-coated tablets

Stampa su un lato "ROVA 3" / Engraved

YROVA 3" on one side

Da bianco a bianco crema / White to

creamy white

IDENTIFICAZIONE SPIRAMICINA / IDENTIFICATION SPIRAMYCIN

Posltiva / Positive
Positiva / Positive

Positiva / Positive

Conforme / Comply {Ph.Eur.)
Teorico £ 5 % / Theoretical £ 5 %
<= 30

>= §5% after 30°'

2.850 ~ 3.150

<= 2.5

<= 10"3
<= 102
Assente/g - Absent/g

CONTROLLO CONFE2IQNAMENTO/PACKAGING MATERIAL CONTROL

Conforme / Comply

Compresse rivestite bicenvesse,
rotonde / Biconvex Round
film-coated tablets

Stampa su un lato "ROVA 3" /
Engraved "ROVA 3" on one side

pa bianco a biance crema / White

to creamy white

Positiva / Positive
Positiva / Positive

Positiva / Positive

Conforme / Comply
807.5 mg

11 min

98

3.013

<2.5

<10
<10
Assente/qg - Absent/g

tenforme / Comply
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Certificate of Analysis and

Conformance SA N O F I x"

Stabilimentc: SCOPPITO

sanofi S.p.A.

S{rada Statale 17, Km 22
67019 Scoppito (AQ)
Italy

Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

SCC_80012173
Rovamycine 3MIU,1xl10cpr CP RU
Dosage form:TBLTS;Pack:Blister ALUPVC

GMID code: 00377652
Lotto/Batch: U391
Prod. /Mfg: 9-0CT-2018 Scad. /Exp.: SEP-2021

Dossier reference: QUA-EX-~2012-00024
|[Normative Document: Normative Document No.P N0O13418/01

[ SAGGI /TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

material control

rMicrobiological Analysis is carried out as skip test. Test frequency is based on the registration dossier and site
internal procedure.

This batch of product has been manufactured, including packaging and Quality Control, in full compliance with the
current GMP requirements of the local Reqgulatory Authority

and with the specifications laid down in the Marketing Authorization of the importing country.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance.

Quality deviations, if any, have been fully investigated and autherized,

The potential impact of the deviation on quality, safety or efficacy of the batch{es) concerned is negligible.
Periodic tests comply to specification requirements based on testing plan and could ke provided upon HA request,
I hereby certify that the above information are authentic and accurate.

[ Sanofi S pA ]
Decision/Decisiona: Approvato / Approved Qualifie rson ‘
Date/Data: g J-cli-1 3 WMR u 0?. S
Responsible QA/Decisicne QA: {(\g{ 2Tl (‘;4 Cu /w o {Dr. Alessandra Maurizio)/{ﬁ_' fo
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